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9200 Corncrate Boulevard
Rockvilie MD 20850

June 29, 1998

Dear Medical Device Manufacturer:

On January 21, 1998, Department of Health and Human Services Deputy Secretary Kevin Thurm wrote
vou a letter about the Year 2000 computer date problem. All medical device and biomedical equipment
manufacturers were asked to review their products for potential problems and to tell their customers
whether their products would have performance problems with computer-processed dates in the Year
2000. In his letter, Deputy Secretary Thurm announced a Government-sponsored World Wide Web site
for Year 2000 product compliance information. He requested that you provide the web site with
information on the Year 2000 compliance status of your products.

This web sitc is expected to be a useful and convenient resource for both purchasers and owners of
equipment to aid them in their assessment of the impact the Year 2000 may have on their equipment.
We also anticipate that this easily accessible database will facilitate communication between purchasers
and manufacturers about Year 2000 performance of specific products.

The benefits of the database can only be realized if manufacturers provide information about their
products promptly. As the Year 2000 approaches, time is growing short for owners and purchasers to
take advantage of this database to aid in evaluating options and implementing needed corrections.

If vou have not vet done so. I urge vou to submit the information on_your products as soon as possible.
Your submission may be: information that none of your products are affected, information describing all
affected products, or 2 URL for a World Wide Web page you maintain where the information is posted.
Information may be sent electronically to the CDRH web site using the enclosed directions. If vou are
unable 1o submit information to the CDRH web site electronically, you may send it in writing to the
FDA. For your convenience, we have enclosed the requested format for such submissions. The
database, information about how to submit your data, and forms can be found on the CDRH web site at
the URL http-//www_fda.gov/cdrh.

1 hope you will share your product information through the WWW database quickly. The Federal
purchasers of biomedical equipment will be paying careful attention to the manner in which
manufacturers respond to this issue, as will the private sector. Your participation can help assure that
healthcare organizations have the information they need for the safe delivery of patient care as we move
into the year 2000.

Sincerely yours,

05 TLL?ZT

D. Bruce Burlington, M.DD.
Director,
Center for Devices and Radiological Health

Enclosures



Medical Device and Scientific Laboratory Equipment
Year 2000 Compliance Information

The Federal Government has established a World Wide Web site to provide information related to the Year 2000
compliance of medical devices and scientific laboratory equipment. The general public, including government agencies
that purchase and use biomedical equipment, and health care and research communities will have access to this web
site. Manufacturers of biomedical equipment are urged to provide the information described below regarding the Year
2000 compliance status of their products, including both current and previously manufactured products.

For the purpose of this product status reporting, Year 2000 compliance for medical devices and scientific laboratory
equipment means that the product accurately processes and stores date/time data. This includes, but is not limited to,
calculating, comparing, dispiaying, recording, and sequencing operations involving date/time data during, from, into,
and between the twentieth and twenty-first centuries, and the years 1999 and 2000, including correct processing of leap
year data.

This definition is a slight modification of the "Year 2000 Compliance” definition used in the Federal Acquisition
Regulations for informalion techuolugy products to address medical devices and scientific laboratory cquipment (see
48 CFR Part 39.002). The intent is that for products to be Year 2000 compliant they must function as intended or
expected, regardless of the date. A manufacturer's reporting of Year 2000 compliance status should include all products
(units) produced which could still be in service.

Manufacturers are requested to provide one of the following two items of information:

s A certification that all of the mapufacturer's products are Year 2000 compliant or a certification that the
date problem is not applicable to any of their products. (This certification can be made only if the
manufacturer has assessed the compliance status of all products. Otherwise, a status of Al (see below) with
date must be reported for those products not yet assessed.)

= A listing of products which have Year 2000 compliance problems (are not compliant under the definition
given above) with sufficient information to identify the specific product (as described below).

e Type of product ( Generic description of product. For medical devices, the generic type of device as used
in the device classification regulations of 21 CFR Parts 860 - 892 may be an appropriate description.)
Owner/Operator Number if manufacturer is an FDA regulated firm

Original manufacturer (if different from company providing information)

Model number

Specific serial numbers (if appropriate)

Software version number

Brief description of the date-related prablem

Solutions to be offered by manufacturer to mitigate problem - one of the following codes should be used
to indicate the solution to be provided for the product:

SU/date - Upgrade to software will be available by (date) at no cost to purchaser.

SU-C/date - Upgrade to software will be made available by (date) at a cost to purchaser.

HU/date - Upgrade to product (hardware and software) will be made available by (date) at no
cost.

HU-C/date - Upgrade to product (hardware and software) will be made available by (date) at a cost.

M- Minor date-related problem with product, presenting no adverse health impact on
product function and for which manufacturer will not provide a correction/upgrade.

O- Product is obsolete or beyond reasonable useful service life and no upgrade will be
provided.

Al/date - Assessment of compliance status is currentty incomplete but is underway and

information will be made available by (date).



* Point of Contact to discuss product information including name, address, telephone number, fax number,
and e-mail address.

The information may be provided using one of the following methods:

* Posting the certification of total product compliance or non-compliant product information on a
manufacturer operated web site and provide the URL for the web site to the FDA at either of the addresses
given below. The FDA will incorporate a link to the manufacturer's web site from the FDA-maintained site
providing the product Year 2000 compliance data. A condition imposed by the government on providing this link
is that the link be directed to a portion of the manufacturer's web site which directly provides the full data elements
or certification described above and not to a page providing other types of information or product promotion.

s Submitting information directly to FDA electronically by completing the data entry form provided on the
government web site at http://www.fda.gov/edrh/yr2000/y2kform.html using the USER ID = and the
PASSWORD =

*  Mailing the certification of total product compliance or information regarding non-compliant products to
the address listed below, for posting on the government web site.

Mailing address: Food and Drug Administration
Aun: Y2K Medical Devices Coordinator
Center for Devices and Radiological Health
Mail Code HFZ-Y2K
9200 Corporate Doulevard
Rockville, MD 20850

In order to best serve the industry, as well as recognizing the limited time available before the Year 2000, we ask all
manufacturers to respond within sixty days. The provision of information, by either of the methods described above
for posting on the government web site, signifies that the information provided is true and complete and covers all of
the manufacturer's products to the best of the manufacturer's knowledge Mannfacturers who are unsure of the status of
a product should report it as code Al until the assessment is completed.

The request for web site posting of produet information on noncompliance status or total compliance certification is
designed to provide an opportunity for manufacturers to communicate and better serve customers in a responsible and
proactive manner, and avoid the necessity for manufacturers and vendors to field numerous calls and letters from
individual organizations. The information you provide will prevent Year 2000 problems from endangering the nation’s
patient care and health research activities.

The public will be informed via the web page that:
Thete is no assurance that manufacturers who fail to respond to this request are Year 2000 compliant.

The information that resides on this web site has been provided by the manufacturers of biomedical
equipment. Users or potential purchasers of equipment should independently verify compliance of specific,
critical products.

If you have questions regarding this survey or web site, you may contact Gayle Finch, Director of the Office of
Information Technology Planning and [nvestment, Office of the Secretary on 202-690-5515. Questions on technical
aspects of data submission or electronic communications should be addressed to Stuart Carlow, Director of the
Division of Information Dissemination, Center for Devices and Radiological Health, FDA at 301-594-4754 or via e-
mail to sac@cdrh.fda.gov.



Product Information Form

Complete this form for EACH biomedical equipment product that has a Y2K date related problem or whose
assessment is incomplete.

1. | Type of Product

2. Model Name or Number

3. | Original Manufacturer

4. FDA Regulated ™ YES 3 no

5. Serial Number(s)

6. | Software Version Number(s)

7. | Description of Date-Related Problem

8. | Solution to be Provided by Manufacturer: 01 Software Upgrade at NO COST*
0 Software Upgrade at COST*
T Hardware Upgrade at NO COST*
01 Hardware Upgrade at COST*
O Product Obsolcte — No Upgrade
03 Minor Problem — No Adverse Affect/

No Upgrade

1 Assessment in Progress*

Q_ | Date Solution will be provided: Month Day Year

/ /

*Provide date the upgrade/assessment will be
available.

Please note: Report only products which have Y2K or other date related problems. Submission of information
for one (1) or more products is certification that all other products produced and not reported here, are not

impacted by the Y2K or other date-related problems

Please Return Form to: Food and Drug Administration
ATTN: Y2K Biomedical Equipment Coordinator (HFZ-Y2K)
Center for Devices and Radiological Health

9200 Corporate Blvd.

Rockville, Maryland USA 20850

Report your Y2K product status electronically at: http:l/www.fda.govlcdrh/year2000.html

Thank You for Your Submission!

(Duplicate this form as necessary.)






